




Page -2- Dr. Wang, 

FDA is unable to determine vvhefiheg 
basis for a conclusion that the dietar 
information contained in your notice 
notification that meets the requiremc 
6.htm1), or market your product less 
is considered adulterated under 21 L; 
dietary ingredient for which there is 
such ingredient: does not present a si 
of such a product into interstate cam 
Your notification will be kept conf ~, 
After the 90-day date, the notificatio 
Management Branch in docket numt 
writing specifically what informatioi 
confidential for FDA's consideratior 

If you have an), questions concernin; 
at (30I) 436-2_375. 
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Mushroom extracts 



polysaccharides were attributable to enhancement of the nurilbers and/or functions of 
macrophages. NK cells, and subsets (:,,t ?' cel'ti. . that i~ . to the i°,ladL.IaticT Of both iluiate 
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Product Specifications ~'.translated version lrotn Ch1llese: 



Microorganisms : 

Total pla'Le count Q ~y; (Le55 than 10 CPUI,'o) 
E. Ct)ll (1%1 ~~~~£,' (Less than 30 CFUI/1100o) 

Yeast Not detected 
Pathogenic bacteria Not detected 

Heavy Metals : 
Arsenic ` 1 .{? pplll 
Cadmium < 1 .0 Ppili 
Me'T'CUIv <: 0 .5, PPl"11 

Lead < 1 .0 pptn 
Copper < 2G" ppm 

Pesticide Contamination : 
Hexachlorobenzene Not Detected 
Quintozene 

P.iitach:oronitr,,)ben2erie (PCN13) Not Detected 
Pentachloroani line Not Detected 
Pei irach loroth loan] so 1 Not Detected 

Lindane Not Detected 
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